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Dear Mr. Rothpm-]:

‘“ 7 00 by a represmtative of the Nassau CountyYour f,lcility was ilispected ou December 14 , +0 ,
Depart~llcut of Health, Office df Radiological Health acting 011behalf of’ the U, S, Foot? & Drug
Aclnliuibtration (FDA). We Apologize for-the delay in a~e,ncy review of the nonccq-np]imces noted
dining this inspection, This inspection has rcvcalcd a serious regulatory problem involvi ltg the
mamnl~graph y oper~tions at yoLIrfacility, Under a “United States Fecler~l Law, the Mammo graph y
Quality Standards Act of 1992, your fa~ility must meet specific requirements for co~qductin~ a
manumqgraphy operation. These reqtlirement.s help protect the health of’wome]~ by assuring tll~.[a
faciIjty $an puform quality nlamrno~aphy procedures. The inspection revealed the following repeat

].evel ~nonconlp~iancc finding at yoLIr l%ciijty:

The spebific ,problem noted above ~ppeakl on yo~lr MQSA Facility .f.ns~~ection Report which was
issuul tb your facility at the close of the kpec[ion. This problem is identified as a repeat Lcvul 2
noncompli zmce,because it identifies a failure to meet a significant MQSA requirement and indicates
foilure by your facility to implement correction of probIen~s found dvl-ing yoLIrprevious inspecti~n.
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Because this condition may be symptonlatic of serious underlying problems that could compronlise
the quality of mammography operations and service at your facility, it represents a violation of the

law which may result in ~~zi taking regulatory action without flu~ber notice to yoL1.These’ actions
include, but are not limited to, placing yoLlr facility under a Directed Plan of Correction, charging
your facility for the cost of on-site monitoring, assessing civil money penalties up to $10,000 for
each failure to substantially comply with, or each day of failure to substantially comply with, MQSA
standards, suspension or revocation of your faci lity’s FDA certificate, or obtaining a court i]ljunction
against ftuther manmograph y operati ens.

There was also a repeat Level 3 noncompliance finding that was listed on the inspectio]l report
provided at the close of the inspection, Tl~e repeat Level 3 nonconlpliance finding was:

the response letter dated January 11‘]’,-?OOI (attached) received from
egarding the inspection referenced herein. We have the following

comments concerning this response:

1. We wish to emphasize that the Interpreting physician, ~s. ‘mcc[nnot

conch et independent m [mm o.qraph v operations until he has compktecl th e fifteen
.

(15) CME credit reqltirement.

2. Your written response cdso fl[ils to address the isslle of thenlissing personnel
qucdificdion records.

It is necessaly for you to act on these lmatters immediately.
within fifteen (15) working days fl-om the date you receive

Please explain to this office in writing
this letter:

. The specific steps you have taken to correct tile vio[atio~ls noted in tJzis letter;

● EocJ1 step yo[[r f[[ci[ity is t([king to prevent tl~e reci[rren ce of sinlilar violc[tion.y; c[nd

● Sample records tllczt c[enlonstrate proper record Iieeping procedures.
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Please submit your response to tile above issues to the attention of ArtJ~Hr S. Wi[[iams, ,Jr.,
Compliance Officer, U. S. Food & Dr[[g Adn[inistratioll (FDA), 158- 15 Liber[]v Avenue,

Jamaica, New YOIMJC11433-1034, Tel.: (718)/662-5568.

Finally, you should understand there are many FDA requirenqents pertaining to rnzunnlography
operations and procedures. This letter pellains only to the findings of our inspection and does not
necessarily address other obligations yoL]have under the law. YOL1may obtain general information
about all of FDA’s requirenqents for nlalmmography facilities by contacting the Manlnlography
Quality Assurance Progranl, U. S. Food& Drug Administration (FDA), P.O. Box 6057, Colulmbia,
Maryland 21045-6057, Tel. (1-800/838-771 5), or through the Internet at ]]ttp://~v~~7~~7.fda.go~~.

Sincerely yoLus,
/-”

,-’
/’

.

/’”’ ~“ Jerome G. Woyshner

/

.’ Acting District Director
i

New York District


